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DONOR REGISTRY PROCESSING
Policy 

(Insert institute name) is an unrelated bone marrow transplant centre accredited by the National Management Board of the (Insert donor registry name) (DR). Haemopoietic therapeutic products collected at (Insert institute name) for the DR or supplied through the DR to (Insert institute name) should comply with the DR Guidelines. 

PURPOSE

This procedure is specifically for haemopoietic product collections and transplants coordinated through the DR. (Insert institute name) is the collection and processing centre in (Insert state; e.g NSW) for the DR. 

Scope

This procedure covers:

· collection, processing and release of haemopoietic products collected at (Insert institute name) for the DR
· receipt of haemopoietic products collected through the DR for (Insert state) recipients.
On occasion, (Insert institute name) may be both the collection and transplant centre. 

For an overview of responsibilities/procedures for collection, manufacture and infusion of all allogeneic haemopoietic products, refer to Haemopoietic Allogeneic Products. 

For transport and shipment of products, refer to Transport and Courier Instructions.
Responsibilities

Responsibilities of the Donor and Recipient Clinical Teams are listed in Haemopoietic Allogeneic Products.

DR Donor Coordinators

1. Coordinate the workup, collection and processing of local donors according to DR Guidelines, including health screening and infectious disease testing.
2. Provide liaison with the DR national office. 

3. Provide DR documentation to the (Insert institute name) Stem Cell Transplant Coordinator and (Insert manufacturer name).
4. May assist in the provision of an DR courier for collections in cases where the transplant centre is unable to supply a courier or organise a commercial courier. 
(Insert institute name) Stem Cell Transplant Coordinator

· DR Donor Collections at (Insert institute name)
1. Notify (Insert manufacturer name) of the DR collection.
2. Book apheresis collections with Apheresis nursing staff and provide the DR HPC(A) Collection Details form. 

3. Book bone marrow collections with Theatre. Confirm Theatre booking and organise collection by the haematologists.
4. Provide a copy of the following documentation to (Insert manufacturer name), unless already provided by the DR Donor Coordinator:

DR Donor Clearance at Workup

DR Prescription for HPC Collection (or equivalent) 

DR Collection Plan for HPC (if available)

DR Workup Tracking Sheet (HPC, Apheresis)
Donor Work-Up Request (for NMDP recipients) 

DR Donor Infectious Disease Markers and Health Information
DR Product and Collection Report of HPC for Transplantation

Courier details and itinerary (for national or international transport)
Notification of Shipment of Human Bone Marrow Blood Cells (for international transport)
TGA Permit for Goods to be Exported (for international transport)
5. Provide the transplant centre with instructions for reaching (Insert manufacturer name) and contact details. 

· Unrelated Transplants at (Insert institute name) or (Insert external/other institute name/s)
1. Notify (Insert manufacturer name) of the transplant.

2. Organise shipment of the product either by a commercial courier company or by DR personnel or transport by a courier provided by (Insert institute name). 

3. For transport by an (Insert institute name) courier (e.g. for a (Insert external/other institute name) recipient), organise courier itinerary and insurance (national or international). 
4. For a commercial courier company, provide instructions for delivery to (Insert manufacturer name) out of hours.

5. Provide a copy of the following documentation to (Insert manufacturer name), when available:

DR Prescription for HPC Collection 

DR Collection Plan for HPC

DR Donor Infectious Disease Markers and History of Antigen Exposure

DR Donor Clearance at Workup
Courier itinerary and other instructions (for national or international transport). 
(Insert manufacturer name) Personnel

1. Check collection documentation.

2. Liaise with and assist couriers.

3. Product receipt, evaluation, processing and labelling.

4. Product release and distribution.

5. Assist courier with packing product for transport to other centres.

6. Ensure DR documentation has been completed.

7. Provide copies of documentation to the DR by fax.
Collections at (Insert institute name)
Preparation 
1. Check the collection requirements and notify the (Insert institute name) Stem Cell Transplant Coordinator of any inconsistencies.
2. For apheresis collections, provide (Insert institute name) Apheresis with:

· Apheresis Collection Form 
· CT Tracking Sheet
· DR Prescription for HPC Collection (ensure recipient details have been removed)
· Blood sample tubes
3. For bone marrow collections, prepare a HPC(M) collection kit for the haematologists (refer to HPC(M) Collection Kit) and ensure the HPC(M) Adult Collection Form is completed.
Courier Liaison
4. Liaise with the courier and arrange the pickup time. Contact the Stem Cell Transplant Coordinator if the courier has not contacted (Insert manufacturer name) prior to the collection.

5. If the transplant centre is unable to supply a courier or organise a commercial courier, the DR Donor Coordinator may organise an DR courier and relevant documentation. (Insert manufacturer name) may provide the transport container and temperature logger. 

6. Assist the courier with conditioning the transport temperature control elements. 
Processing and Labelling
7. On receipt of the collection, perform product evaluation using a SmartSite add-on access device for sampling and testing (WBC, TNC, CD34 cell enumeration by flow cytometry and microbial contamination testing). Refer to Haemopoietic Product Evaluation.
8. Apheresis Collection: 
· Transfer cells from the collection bag into a platelet storage bag using an exchange coupler:
· Close the clamp on the coupler.
· Remove blue cap from the storage bag line and attach non-spike end of the coupler to line.
· Remover cap from the SmatSite add-on access device and insert coupler spike securely into the SmatSite adaptor ensuring a tight connection.
· Open the clamp on the coupler and allow cells to flow into the storage bag.
· If the WCC needs to be reduced to <300 x109/L (in accordance with DR Guidelines), add donor plasma to the collection bag and then transfer to the storage bag. 
· Hermetically double seal the lines leaving sufficient length for docking at the transplant centre.
9. Marrow Collection: 
· Bone marrow collections are to be equally divided into 2 or more transfer packs. Calculate the volume to be transferred into each pack. 
· Clamp the line of the transfer pack and attach a blood in-line filter.
· Filter appropriate volume of product into the first transfer pack using a balance to estimate volume by weight.

· Hermetically double seal the line approx 10-15cm away from the bag port

· Repeat for the next transfer pack.

· Weigh the transfer packs and calculate product volume for each pack.

10. Label the product bags/packs and blood tubes as per Labelling: The DR Donor Identification No is used to identify the donor. 
11. Release product as per standard procedures.
12. If there will be a delay before pick-up by the courier, store the cells in the haemopoietic storage container in the Support Laboratory fridge. Record the time cells are stored.
Distribution
13. Provide the courier with the required documentation (refer to Courier Instructions), including copies of:
· DR Product and Collection Report of HPC for Transplantation
· Notification of Shipment of Human Bone Marrow Blood Cells (for international transport)
· TGA Permit for Goods to be Exported (for international transport)

14. Distribute the product to the courier.
15. Provide copy of the DR Product and Collection Report of HPC for Transplantation to:

· DR Donor Coordinator (Fax (number))

· (Insert institute name) Stem Cell Transplant Coordinator
16. Store documentation in the DR donor file. 
17. Attach DR Record Checklist to the file and record dates for documents received/tasks completed. 
unrelated Transplants (at (Insert institute name) or (Insert external/other institute name/s))
For collections from outside (Insert state), where a courier is used from (Insert institute name) or DR (e.g. for (Insert external/other institute name) recipient):

· Prepare documentation and transport container for the courier 
· Brief the courier and supply required documentation. Refer to Courier Instructions and Transport.
Receipt

1. (Insert manufacturer name) on-call staff member to:

· Check the courier’s flight arrival time

· If out of hours, arrive at the hospital prior to the arrival of the courier. 

· Meet the courier at the (Insert institute name) Emergency Centre and escort to (Insert manufacturer name), unless instructed otherwise.

2. On receipt of the haemopoietic product:

· check the product for any damage

· check all documentation
· record the product temperature and check that the transport temperature has been logged.

3. For a commercial courier company, request that the temperature log be sent to (Insert manufacturer name). 

Storage

4. On receipt of a chilled product, store at 2-8oC in the Support Laboratory monitored refrigerator, in the haemopoietic product storage container, until processing.
5. On receipt of a cryopreserved product, transfer it to the dedicated chute for cryopreserved products received from other facilities, in holding tank in the Support Laboratory. 
Processing

6. In the event of discrepancies in the documentation or product label, or problems with the product itself, contact the Transplant Consultant. The product is not to be released until either the discrepancy is resolved or the Consultant instructs that the product should be released for infusion.
7. Determine blood group compatibility using the Blood Group Compatibility Form.

8. Send the donor EDTA sample to (Insert institute name) TMU for blood group verification.

9. Filter all collections that have been transported from interstate or overseas. 
10. Perform testing (CD3 and CD34 enumeration and viability, STR, CFU and microbial contamination).

11. If the product exceeds the dose requested, consult with the Transplant Consultant regarding processing requirements.

12. Process the collection as per standard procedures.

13. Label the final product bags as per Labelling.
14. Prior to release check that blood group has been confirmed.
15. Release product as per standard procedures.
16. Supply 4 x 10 mL pre-filled sterile saline syringes for each bag to be infused. 
Records

Records of DR collections are filed according to the DR donor identification number and stored in the (Insert manufacturer name) DR filing cabinet (#8).
Forms

Apheresis Collection Form FORM122
HPC(M) Adult Collection Form FORM110

Donor Registry Record Checklist FORM115
Blood Group Compatibility Form FORM91

DOCUMENTS

Courier Instructions DOC102

Haemopoietic Allogeneic Products DOC114

Haemopoietic Product Evaluation DOC77
HPC(M) Collection Kit DOC95

Labelling DOC64

Transport DOC46

A copy of the Donor Registry Guidelines is stored in the office of the Scientist in Charge. The Quality Coordinator has access to the DR website and is responsible for ensuring copies of the documents (guidelines and forms) are current. 
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